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waiving any of the requirements of sec-
tions 510(k), 515, and 520(g) of the Fed-
eral Food, Drug, and Cosmetic Act (the 
act). A person intending to introduce a 
device containing 1,4-bis[(2- 
methylphenyl)amino]-9,10- 
anthracenedione listed under this sec-
tion into commerce shall submit to the 
Food and Drug Administration either a 
premarket notification in accordance 
with subpart E of part 807 of this chap-
ter, if the device is not subject to pre-
market approval, or submit and receive 
approval of an original or supplemental 
premarket approval application if the 
device is subject to premarket ap-
proval. 

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of § 70.25 of this chapter. 

(d) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore the color addi-
tive is exempt from the certification 
requirements of section 721(c) of the 
act. 

[49 FR 30066, July 26, 1984] 

§ 73.3106 1,4-Bis[4-(2- 
methacryloxyethyl) 
phenylamino]anthraquinone co-
polymers. 

(a) Identity. The color additive is 1,4- 
bis[4-(2-methacryloxyethyl) 
phenylamino]anthraquinone (CAS Reg. 
No. 121888–69–5), copolymerized with 
hydroxyethyl methacrylate monomer, 
or a blend of hydroxyethyl methacry-
late and N-vinyl pyrrolidone mono-
mers, or a blend of 3- 
[tris(trimethylsiloxy)silyl]propyl vinyl 
carbamate (CAS Reg. No. 134072–99–4) 
and N-vinyl pyrrolidone monomers to 
form the contact lens material. 

(b) Uses and restrictions. (1) The sub-
stances listed in paragraph (a) of this 
section may be used in amounts not to 
exceed the minimum reasonably re-
quired to accomplish the intended 
coloring effect. 

(2) Authorization and compliance 
with these uses shall not be construed 
as waiving any of the requirements of 
sections 510(k), 515, and 520(g) of the 
Federal Food, Drug, and Cosmetic Act 
(the act) with respect to contact lenses 
made from the color additives. 

(c) Labeling. The label of the color ad-
ditives shall conform to the require-
ments of § 70.25 of this chapter. 

(d) Exemption from certification. Cer-
tification of these color additives is 
not necessary for the protection of the 
public health and, therefore, the color 
additives are exempt from the certifi-
cation requirements of section 721(c) of 
the act. 

[58 FR 17507, Apr. 5, 1993, as amended at 60 
FR 10497, Feb. 27, 1995] 

§ 73.3107 Carbazole violet. 
(a) Identity. The color additive is car-

bazole violet (Pigment Violet 23) (CAS 
Reg. No. 6358–30–1, Colour Index No. 
51319). 

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this 
section may be used as a color additive 
in contact lenses in amounts not to ex-
ceed the minimum reasonably required 
to accomplish the intended coloring ef-
fect. 

(2) Authorization for this use shall 
not be construed as waiving any of the 
requirements of sections 510(k), 515, 
and 520(g) of the Federal Food, Drug, 
and Cosmetic Act (the act) with re-
spect to the contact lens in which the 
color additive is used. 

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of § 70.25 of this chapter. 

(d) Exemption from certification. Cer-
tification of this color additive is not 
necessary for the protection of the pub-
lic health, and therefore the color addi-
tive is exempt from the certification 
requirements of section 721(c) of the 
act. 

[53 FR 41324, Oct. 21, 1988] 

§ 73.3110 Chlorophyllin-copper com-
plex, oil soluble. 

(a) Identity. The color additve is 
chlorophyllin-copper complex, oil solu-
ble. The chlorophyllin is obtained by 
extraction from a mixture of fescue 
and rye grasses. The chlorophyll is 
acid-treated to remove chelated mag-
nesium which is replaced with hydro-
gen, which is turn is replaced with cop-
per. This mixture is diluted to a 5 per-
cent concentration with a mixture of 
palm oil, peanut oil, and hydrogenated 
peanut oil. 
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